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[CLIENT LOGO]                    Material Defect Report Form


	MDR No:
	



	1.  Details Of Defect /Non-Conformance 

	Date Event Occurred: 
	Date Reported:

	Defect found at receipt   

   FORMCHECKBOX 

	Defect occurred during storage  FORMCHECKBOX 

	Qualification failed

 FORMCHECKBOX 


	Date notified to the Quality Department:

	Material Name:
	Product Code:

	Supplier/Manufacturer: 
	Batch Number: 

	Date of Manufacture:
	Date of Expiry:

	Number of Items:
	Materiel Specification Number:

	Is the item listed on the ARTG (Australian Register of Therapeutic Goods)?     Yes       No FORMCHECKBOX 


	If ARTG listed, AUSTL or AUSTR Number:


	2.  Description of Defect/Non-Conformance (attach diagrams or supporting documentation if required)

	

	Reported by: 
	Name: 
	Date:


	3.  Immediate Action Taken 

	Material Discarded:
	Yes FORMCHECKBOX 
     No FORMCHECKBOX 
                      Date:

	Supplier notified and report sent:
	Yes FORMCHECKBOX 
     No FORMCHECKBOX 
                      Date:

	Material returned to Supplier:
	Yes FORMCHECKBOX 
     No FORMCHECKBOX 
                      Date:

	Other Action (please specify):



	Authorised by: 
	Name:
	Signature:
	Date:


	4. Corrective  Actions 

	If CAPA initiated, insert CAPA number here.
If no CAPA initiated, record corrective actions taken.




	5. Final Disposition & Status (Quality Department Only)

	Reported to TGA:

	Yes FORMCHECKBOX 
     Date:                    N/A FORMCHECKBOX 
   

	Corrective Action received from Manufacturer/Supplier:

	Yes FORMCHECKBOX 
     Date:                    N/A FORMCHECKBOX 
   

	TGA Acknowledgment Received:
	Yes FORMCHECKBOX 
     Date:                    N/A FORMCHECKBOX 
   

	Recall Number: 
	

	If no CAPA, or Recall initiated, use this space to record any details relating to the disposition of the product


	Closed Out by:

(Quality staff only)
	Name:
	Signature:
	Date: 


	DCN: 
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